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publishes news, notices and authoritative articles of interest in all 
areas of medical and scientific writing and communications. The 
scope covers clinical/regulatory writing, scientific writing, 
publication planning, social media, current regulations, ethical 
issues, and good writing techniques. 

MISSION STATEMENT 


Postscripts is published monthly except 
in January and July. Subscription is 
included in the AMWA Pac-SW chapter 
membership which is automatic for all 
AMWA members with a mailing address 
in Southern California, Southern 
Nevada and all of Arizona. This 
newsmagazine is distributed on the 1st 
of each month. AMWA members can 
request past issues by sending an email 
to the editor. 


The mission of Postscripts is to facilitate the professional 
development of medical writers and serve as a tool to advance 
networking and mentoring opportunities among all members. 
Towards this mission, Postscripts publishes significant advances 
in issues, regulations and practice of medical writing and 
communications; skills and language; summaries and reports of 
meetings and symposia; book and journal summaries. 
Additionally, to promote career and networking needs of the 
members, Postscripts includes news and event notices covering 
Chapter activities. 
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Rock Bottom (La Jolla/UTC area off Rt 5 at La Jolla Village Dr), 8980 Villa La Jolla Dr. La Jolla, CA 92037. No 
need to RSVP. (Pay for your own.) Contact Donna (president@amwa-pacsw.org) for more details. Hope to see 
you there! 

March 12, 2014, Wednesday. Women in BioScience Event. 

http://www.womeninbio.org/eventdetails.aspx?Eventld=1 931 7 

March 17, 2014, Monday. Association for Women in Science Event, http://sdawis.org/ 
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From 


ike Presidents Desk 


“March is the month of expectation, 
The things we do not know, 

The Persons of Prognostication 
Are coming now.” 

Emily Dickinson 


Happy start to March! 

March is a lucky month for us not only for those of us who enjoy the luck of the Irish and 
celebrate St. Paddy’s day but because we’ve been fortunate to have some wonderful 
networking events take place and more fun events planned around the corner. 

In this issue, Bernard Delacruz has summarized the riveting talk by Rebecca Anderson about 
her research in HIV and her journey in publishing her book. LoAn Ho and Valerie Breda 
highlighted the presentations given at the 13 th Annual International Publication Planning 
Association. Jenny Grodberg and I reached out to graduate students at UCSD during a few 
recent networking events to help educate them about medical writing and our AMWA chapter. 

For our future events, I like the pictures that Ajay has added to our cover. It makes me think of 
Spring and road trips. If you are taking a roadtrip, we’ve included a list of chapter conferences 
posted on the AMWA national site and other conferences of interest throughout the US. 

Anyone interested in a roadtrip to the fun and educational Pacific Coast Conference in Asilomar, 
CA in April (http://www.amwa.org/calendar_day.asp?date=4/27/2014&event=1493)? If so, 
please send me an email and we can see about coordinating a fun way to travel there. We 
thank our sister Northern California chapter and our conference co-chairs, Jenny Grodberg and 
Jacki Dyck-Jones, for all their hard work in putting together a wonderful event for all of us. 

If you would like a shorter roadtrip around the San Diego area, we’re planning a medical writer 
meetup on March 11 th and there is a lonely writers’ lunch on March 21 st . More Spring events are 
being planned in other areas of our chapter so please stay tuned. Setting up an event is easy 
and fun to do so if you would like to host an event in your area, please send me an email. 

Have a lovely start to the Spring and hope to see you soon! 

Donna 

Donna Simcoe, MS, MS, MBA, CMPP 
President, AMWA Pacific Southwest Chapter 
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2014 AMWA CHAPTER CONFERENCE SCHEDULE 


Mid-Atlantic Chapter Conference 

March 14, 2014, Gaithersburg Marriott Washingtonian Center, 
Gaithersburg, MD 

http://www.amwa-midatlantic.org/archive/2014corecurric.html 


Delaware Valley Chapter 12th Annual Freelance Conference 

March 22, 2014, Hilton Philadelphia Airport, Philadelphia, PA 
http://www.amwa-dvc.org/ 



The Delaware Valley Chapter 18th Annual Princeton Conference 

April 26, 2014, Princeton Marriott at Forrestal, Princeton, NJ 
http://www.amwa-dvc.org/default.aspx 


Pacific Coast Conference 

April 27-30, 2014, Asilomar Conference Grounds, Pacific Grove, CA 

http://www.amwa.org/Files/Events/ChapterConferences/PCC2014_ 

Reg_Brochure.pdf 

Carolinas Chapter Conference 

May 2, 2014, The Friday Center, Chapel Hill, NC 
http://www.amwacarolinas.org/wp/spring-conference 

Rocky Mountain Chapter Conference 

May 3, 2014, , The Grand Center in Moab, Utah 
http://www.amwa-rmc.org/conference/conference.html 

Michigan Chapter Conference 

May 9, 2014, Weber’s Ann Arbor, Ann Arbor, Ml 
http://www.amwa-mi.org/events/index.html 

Indiana/Ohio Valley Chapter Conference 

June 6-7, 2014 

http://www.amwa.org/chpt_conferences2 

POSTSCRIPTS | VOL 4, NO. 22 | MARCH 2014 28 


REGULATORY CONFERENCES 


DIA 2014 50th Annual Meeting 

June 15-19, 2014, San Diego. 
http://www.diahome.org/en-US/Flagship- 
Meetings/DIA201 4/Meeting-Program. aspx 

DIA Meetings and Training Calendar 

http://www.diahome.org/Meetings-and-Training 

RAPS Meetings and Education Calendar 

http://www.raps.org/education-amp-training/raps-meetings-amp- 

education-calendar.aspx 

PUBLICATION PLANNING 

International Society for Medical Publication Professionals 
(ISMPP) 10th Annual Meeting 

April 7-9, 2014, Hyatt Regency Crystal City, Arlington, VA, USA 
http://www.ismpp.org/10th-annual-meeting-of-ismpp 

The International Publication Planning Association’s (TIPPA) 
2014 Midwest Meeting 

July 21-22, 2014. The Standard Club, Chicago, IL 
http://www.publicationplanningassociation.Org/calendar.aspx# 

HEALTHCARE MARKETING AND COMMUNICATIONS 

SHSMD Connections 2014: Annual Conference of The Society 
for Healthcare Strategy & Market Development (SHSMD) 

October 12-15, 2014, Manchester Grand Hyatt San Diego 
http://www.shsmd.org/education/annualconference.shtml 

Health Care Marketing Meeting 

March 17-18, 2014, San Francisco Marriott Union Square 
https://www.ama.org/events-training/Training/Pages/2014-ts- 
Health-Care-Marketing — San-Francisco.aspx 

MEETINGS ACROSS THE POND 
Check The Publication Plan website 

http://www.thepublicationplan.com/events.html 
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WU s U P (!) . . . ai EMA 

By Wim D’Haeze 

EUROPEAN MEDICINES AGENCY (EMA) ALERTS (25 JAN 2014 THROUGH 23 FEB 2014) 

The alerts listed below cover the period from January 25, 2014 through February 23, 2014. Only key alerts 
thought to be of interest to the AMWA community were included; for additional updates and details refer to 
What’s New on the EMA website. 

GUIDELINES 

• Draft guideline on the investigation of subgroups in confirmatory clinical trials (open for publication 
consultation) 3 

REPORTS/PAPERS 

• None to report 

APPROVALS/REFUSALS 


Compound 

Indication/Use 

Applicant 

Advice [Note] 

DuoResp 

Spiromax b 

For use in adults 18 years of age and older only. 

Asthma 

Indicated in the regular treatment of asthma, 
where use of a combination (inhaled 
corticosteroid and long-acting (32 adrenoceptor 
agonist) is appropriate 

Chronic Obstructive Pulmonary Disease 
(COPD) 

Symptomatic treatment of patients with severe 
COPD (FEV1 < 50% predicted normal) and a 
history of repeated exacerbations, who have 
significant symptoms despite regular therapy 
with long-acting bronchodilators. 

Teva Pharma B.V. 

Positive opinion 

lncruse c 

Maintenance bronchodilator treatment to relieve 
symptoms in adult patients with COPD. 

Glaxo Group Ltd. 

Positive opinion 

Hemangiol d 

Treatment of proliferating infantile haemangioma Pierre Fabre 
requiring systemic therapy: Dermatologie 

• Life- or function-threatening haemangioma, 

• Ulcerated haemangioma with pain and/or lack 

of response to simple wound care measures, 

• Flaemangioma with a risk of permanent scars 

or disfigurement. 

Positive opinion 

Vimizim e 

Treatment of mucopolysaccharidosis, type IVA 
(Morquio A Syndrome, MPS IVA) in patients of 
all ages 

BioMarin Europe Ltd. 

Positive opinion 

Anoro f 

Maintenance bronchodilator treatment to relieve 
symptoms in adult patients with COPD. 

Glaxo Group Ltd. 

Positive opinion 
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Pregabalin 

Pfizer^ 

Neuropathic pain 

Indicated for the treatment of peripheral and 
central neuropathic pain in adults. 

Epilepsy 

Indicated as adjunctive therapy in adults with 
partial seizures with or without secondary 
generalisation. 

Generalised Anxiety Disorder 

Indicated for the treatment of Generalised 
Anxiety Disorder (GAD) in adults. 

Pfizer Ltd. 

Positive opinion 

Laventair h 

Maintenance bronchodilator treatment to relieve 
symptoms in adult patients with COPD. 

Glaxo Group Ltd. 

Positive opinion 

BiResp 

Spiromax' 

For use in adults 1 8 years of age and older only. 

Asthma 

Indicated in the regular treatment of asthma, 
where use of a combination (inhaled 
corticosteroid and long-acting p2 adrenoceptor 
agonist) is appropriate. 

COPD 

Symptomatic treatment of patients with severe 
COPD (FEV1 < 50% predicted normal) and a 
history of repeated exacerbations, who have 
significant symptoms despite regular therapy 
with long-acting bronchodilators. 

Teva Pharma B.V. 

Positive opinion 

Vokanameti 

Treatment of adults aged 18 years and older 
with type 2 diabetes mellitus as an adjunct to 
diet and exercise to improve glycaemic control. 

Janssen-Cilag 
International N.V. 

Positive opinion 

Ulunar 

Breezhaler k 

Maintenance bronchodilator treatment to relieve 
symptoms in adult patients with COPD. 

Novartis Europharm Ltd. 

Positive opinion 


Note: “positive” or “negative” opinion indicates the Committee for Medicinal Products for Human Use (CHMP) 
adopted a positive or negative opinion in regards of granting the marketing authorization, respectively, awaiting 
a final decision of the European Commission (EC). 


GENERAL ANNOUNCEMENTS 

• EMA announces next steps for the maintenance of information on authorized medicines by marketing- 
authorisation holders." 1 

LINKS 

EMA Website - What's New: 

http://www.ema. europa.eu/ema/index.jsp?curl=pages/news_and_events/landing/whats_new.jsp&mid=WC0b01ac058004d5c4 [Link] 

a . http://www.ema. europa.eu/ema/doc_index.jsp?curl=pages/includes/document/document_detail.jsp?webContentld=WC500160523&m 
url=menus/documentjibrary/documentjibrary.jsp&mid=0b01ac058009a3dc [Link] 

b . http://www.ema. europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002348/smops/Positive/human_smop_000651 .jsp 
&mid=WC0b01 ac058001 dl 27 [Link] 
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c . http://www.ema. europa.eu/ema/index.jsp?curl=pages/medicine 
s/human/medicines/002809/smops/Positive/human_smop_0006 
55.jsp&mid=WC0b01 ac058001 d 1 27 [Link] 

d . http://www.ema. europa.eu/ema/index.jsp?curl=pages/medicine 
s/human/medicines/002621 /smops/Positive/human_smop_0006 

49. jsp&mid=WC0b01 ac058001 d 1 27 [Link] 

e . http://www.ema. europa.eu/ema/index.jsp?curl=pages/medicine 
s/human/medicines/002779/smops/Positive/human_smop_0006 

50. jsp&mid=WC0b01 ac058001 d 1 27 [Link] 

f . http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicine 
s/human/medicines/002751 /smops/Positive/human_smop_0006 
54.jsp&mid=WC0b01 ac058001 d 1 27 [Link] 

a. http://www.ema. europa.eu/ema/index.jsp?curl=pages/medicine 
s/human/medicines/003880/smops/Positive/human_smop_0006 
57.jsp&mid=WC0b01 ac058001 d 1 27 [Link] 

h . http://www.ema. europa.eu/ema/index.jsp?curl=pages/medicine 
s/human/medicines/003754/smops/Positive/human_smop_0006 
53.jsp&mid=WC0b01 ac058001 d 1 27 [Link] 


'. http://www.ema.europa.eu/ema/index.jsp7curhpages/medicine 
s/human/medicines/003890/smops/Positive/human_smop_000 
652.jsp&mid=WC0b01 ac058001 d 1 27 [Link] 

j. http://www.ema.europa.eu/ema/index.jsp7curhpages/medicine 
s/human/medicines/002656/smops/Positive/human_smop_000 
656.jsp&mid=WC0b01 ac058001 d 1 27 [Link] 

k . http://www.ema.europa.eu/ema/index.jsp7curhpages/medicin 
es/human/medicines/003875/smops/Positive/human_smop_00 
0648.jsp&mid=WC0b01 ac058001 dl 27 [Link] 

'. http://www.ema.europa.eu/ema/index.jsp7curhpages/news_an 
d_events/news/2014/02/news_detail_002021.jsp&mid=WC0b01 
ac058004d5c1 [Link] 

m . http://www.ema.europa.eu/ema/index.jsp7curhpages/news_a 
nd_events/news/2014/01/news_detail_002014.jsp&mid=WC0b0 
1ac058004d5c1 [Link] 


DIA 2014 50 th Annual Meeting 

Celebrate the Past - Invent the Future 

June 15-19, 2014 | San Diego, CA 
San Diego Convention Center 
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AMA-zing Style ike AMA M anual of Style Column 


By Dikran Toroser, PhD, Amgen Inc. 

Brief Guidance on P-values and Confidence Intervals 

When a study to evaluate the safety and efficacy of a medicine is completed and the statistical analyses are 
finalized, everyone is interested to know: “Did the medicine work?” They usually mean: “Is the response in the 
medicine group better than that in the placebo group, or was the average response better on treatment than at 
baseline?” A medical writer well versed in the concepts of statistical significance — the likelihood that a result is 
not caused by mere chance — will be better able to answer such questions. The P-value, defined by the AMA 
manual as the value representing the “probability of obtaining the observed data (or data that are more 
extreme) if the null hypothesis were exactly true” is a crucial measure in the medical literature. A 5% or lower 
P-value (P< 0.05) is considered to be statistically significant. 

The AMA manual of style contains some useful information 
on P-values, confidence intervals and hypothesis testing. 


It should be remembered that although hypothesis- 
testing can generate P-value(s), the values 
themselves can only provide information about 
whether the null hypothesis is rejected. Confidence 
intervals (CIs) are especially informative since they 
also provide a plausible range of values for an 
unknown parameter, as well as some indication of 
the power of the study as indicated by the width of 
the Cl. (For example, an odds ratio of 0.5 with a 95% 
Cl of 0.04 to 4.5 indicates to the reader the 
[imjprecision of the estimate, whereas P = .63 does 
not provide such information.) In summary, including 
both the Cl and the P-value provides more 
information than either alone. 

Below is some basic guidance for reporting 
P-values in scientific publications. 

When any P-value is expressed, it should be clear to 
the reader what parameters and groups were 
compared, what statistical test was performed, and 
the degrees of freedom (df) and whether the test was 
1 -tailed or 2-tailed (if these distinctions are relevant 
for the statistical test). 

For expressing P-values in articles, the actual value 
for P should ideally be expressed to 2 digits for P> 
.01 , whether or not P is significant. (When rounding a 


P-value expressed to 3 digits would make the P- 
value nonsignificant, such as P = .049 rounded to 
.05, the P-value can be left as 3 digits.) If P < .01, it 
should be expressed to 3 digits. Where possible, the 
actual P-value should be expressed (P = .04), rather 
than expressing a statement of inequality (P < .05), 
unless P< .001. Usually, expressing Pto more than 
3 significant digits does not add useful information to 
P< .001, since precise P-values with extreme results 
are often more sensitive to biases or departures from 
the statistical model. 

P-values should not be listed simply as not 
significant or abbreviated to “A/S”, since for 
metaanalysis (the subject of a previous column) the 
actual values are important and not providing exact 
P-values is considered incomplete reporting. The P- 
value represents the result of a statistical test and 
not the strength of the association or the clinical 
importance of the result. P-values should be referred 
to simply as statistically significant or not significant; 
terms such as highly significant, very highly 
significant and trending towards significance should 
be avoided. 

JAMA and the Archives Journals do not use a zero to 
the left of the decimal point, since it is not possible to 
statistically prove or disprove the null hypothesis 
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completely when only a sample of the population is 
tested (P can never equal 0 or 1 , except by 
rounding). If P< .00001, the P-value should be 
expressed as P< .001 as discussed. If P> .999, P 
should be expressed as P > .99. 

Please see pages 888-889 and throughout in the 
10th edition AMA Manual of style. 
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Wkal's Up(!) . . . al FDA 

By Sally R Altman, CareFusion, San Diego 

During the past month, the Food and Drug Administration proposed a major new rule to address risks to food 
safety during transport, announced the arraignment of suspects accused of smuggling adulterated and 
misbranded cancer treatments, initiated the Secure Supply Chain Pilot Program, and proposed changes in 
nutrition labeling of packaged foods. Approvals during the past month included those for sleep-wake disorder 
in blind patients, chronic lymphocytic leukemia, Mucopolysaccharidosis Type IVA, and neurogenic orthostatic 
hypotension. 


Selected FDA Announcements 

1-31-14 

The FDA proposed the seventh and last major rule in the FDA Food Safety Modernization Act 
(FSMA). The new rule addresses risks to human and animal food safety during transport with 
suggested criteria for sanitary transportation. These include proper refrigeration, effective vehicle 
cleaning, and adequate food protection during transport. 1 

2-13-14 

The agency announced that two people were arraigned for smuggling adulterated and misbranded 
cancer treatments into the United States and conspiring to defraud the FDA. Following a joint 
international investigation, two Turkish citizens were arrested in Puerto Rico. The FDA alleges the 
two men falsified shipping labels to disguise the content of packages containing the drugs. 2 

2-18-14 

The FDA initiated the Secure Supply Chain Pilot Program, which is intended to enhance imported 
drug security. Thirteen companies have been prequalified to take part in the program. Once the 
program is operational, the agency expects to realize surveillance resource savings by focusing 
surveillance efforts on imports likely to pose risks to the U.S. drug supply. 3 


2-27-14 Proposed updates to nutrition facts labeling were in the news recently following FDA proposals to 
change the labeling format on packaged foods. Presenting an accurate representation of scientific 
information about foods and their links with chronic diseases is among the reasons for the 
changes. The most commonly cited example is the association of diet with heart disease and 
obesity. Among other changes, the new design would clarify serving size, caloric content, and 
added sugar content. 4 


Selected FDA Approvals 


Drug 

Indication 

Company 

HETLIOZ 5 

Melatonin receptor agonist to treat non-24 hour sleep-wake 
disorder in blind patients 

Vanda Pharmaceuticals 

IMBRUVICA 6 

Kinase inhibitor 7 to treat chronic lymphocytic leukemia in patients 
who have received at least one other type of therapy 

Pharmacyclics 

VIMIZIM 8 

The first FDA-approved treatment for Mucopolysaccharidosis Type BioMarin 
IVA (Morquio A syndrome) 

NORTHERA 9 

Neurogenic orthostatic hypotension (NOH) in adult patients with 
primary autonomic failure 10 

Chelsea Therapeutics 


For additional information, including labeling revisions, tentative approvals, efficacy supplements with 
supporting clinical data, manufacturing changes or additions, or chemistry; new strength, see 
http://www.fda.gov/NewsEvents/Newsroom/default.htm. 


1 http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm383983.htm [Link] 
2 http://www. fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm38591 6.htm [Link] 
3 http://www. fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm386275.htm [Link] 
4 http://www. fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm38741 8.htm [Link] 
5 http://www. fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm384092.htm [Link] 
6 http://www. fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm385764.htm [Link] 
7 http://www. imbruvica.com/downloads/Prescribing_lnformation. pdf [Link] 

8 http://www. fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm386008.htm [Link] 
9 http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm38631 1.htm [Link] 
10 http://chelseatherapeutics.com [Link] 
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Highlights From The 13th Annual International Publication Planning Association (TIPPA) Meeting: 


Substantive Conversations on Current Operational and Compliance Cb allenges 

February 10-11, 2014, San Diego, CA 


By Valerie Breda (Synchrogenix) and LoAn K. Ho, PharmD (Wesley Enterprise, Inc.) 



While attendees were blessed with mild weather 
in San Diego, some panel members weren’t so 
lucky and were prevented from attending the 
TIPPA conference by weather conditions on the 
East Coast. Despite canceled flights, missing 
speakers, and adjustments to the schedule, the 
talks went on. Day 1 opened with an energetic 
and warm welcome by Julie Sherman Gillon 
from Pfizer. She challenged the attendees to 
come up with 1 or 2 critical questions that we 
wanted answered that day. 

Mina Patel from Vertex Pharmaceuticals 
presented an informative talk on the challenges 
of the changing environment for a publication 
professional. The landscape has changed - 
new reporting requirements, journal policies, 
institutional policies, greater investigator 
accountability, internal training, greater 
involvement by biostatistics to name a few - 
disclosure is now the name of the game. The 
change in part was driven by quality and validity 
of the research conducted, interactions with 
scientists/clinicians, and access to information. 
Corporate Integrity Agreements (ClAs) are no 
longer only for industry; they now include 
hospitals, universities, group practices, 
investigator physicians, equipment 

manufacturers, to name a few affected. While 
author’s conflict of interest (COI) was still under 


reported, apparently so were editors’ COI, with 
only 30% of journals having a specific COI 
policy. The take home messages were that the 
role of the publication professional is becoming 
more complex and administrative. Industry 
should take a hard look at past practices and 
start maintaining clear policies, practices, and 
communications. If publications don’t match the 
information posted in clinicaltrials.gov, the 
reasons should be documented. 

The second talk of the day was a panel 
discussion dealing with transparency and an 
examination of the issues. Each company must 
determine what their approach will be to data 
sharing. A centralized database with everything 
documented was suggested. 

Maureen Garrity from Astellas then gave a lively 
review of the 7th International Congress held in 
September 2013. A number of topics were 
presented to the 516 participants from 32 
countries. Some take home messages included 
that industry should be better at posting the 
primary literature on clinicaltrials.gov; all primary 
and secondary outcomes, specifically safety 
outcomes, should be reported regardless of 
statistical significance; information should be 
verified with what is posted on clinicaltrials.gov; 
caution should be used when citing websites in 
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a reference list since these may not be available 
after a period of time; and under reporting of 
COI is still an issue. 

After the lunch break, Alan Lyles from the 
National Academy of Public Administration 
presented The Affordable Care Act: a system 
approach for publication planning professionals. 
It was interesting to discover that 24% of new 
prescriptions were never filled. The system is a 
web of providers/clinicians/patients/costs/ 
outcomes. Balancing coverage and costs is 
complex. 

A panel discussion followed on the Sunshine 
Act: Interpretation and Execution. Sunshine is 
all about transparency. The panelists discussed 
how their institutions were handling requests for 
publication support. Transfer of value (TOV) 
and determination of what is considered TOV 
were hot topics. Each company approached 
TOV differently. Each company needs to ask 
questions and frame their standard operating 
procedures around them. It was suggested that 
companies should come together and define 
TOV and use that definition. 

Richard White from Oxford PharmaGenesis 
discussed value demonstration in publications, 
and used the analogy of the SmartCar versus 
Porsche when evaluating the cost, efficacy, 
safety, and quality of life. It serves as a 
reminder that the payor audience does not 
appreciate the use of health economic outcomes 
research jargon. When possible, report in terms 
that they can relate to (eg, visual acuity 
thresholds for blindness). 

The consensus from a panel discussion to 
deconstruct Ben Goldacre’s Bad Pharma book 
was to emphasize the recent progress of 
publication planning professionals in managing 
the issues of ghost authorship, guest authorship, 
ghost management, and ghost writing. Publicity 
of positive stories is needed to win the hearts 
and minds of the lay public. 


Day 2 of the conference 

Euan Adie from Altmetrics explained the 
terminology for using alternative metrics 
generated by the impact of any publication 
based on indicators other than the number of 
times an article is cited in another publication. 
This includes the influence of the news media, 
blogs, Twitter, Facebook, and Google+. 

Laurel Haak from ORCID indicated that the goal 
of the non-profit organization is to consolidate 
the ID number of researchers to ascribe credit 
as various professional activities and affiliations 
are achieved. Using orcid.org/register, these 
assession codes could be assigned as a 
persistent identifier. 

Jack Yeager from Sylogent discussed how 
automation technology can be used to facilitate 
publication planning by improving how 
manuscripts are written and getting them 
completed more quickly. The key to automation 
is to organize the data and standardize the 
processes. 

Open access is viewed by the panel of 
publishers and editors as a way to support 
transparency. It was noted that trials with 
negative results are not automatically 
discredited. Rather, these negative trials may 
be accepted if the topic is of interest to a broad 
audience, if there is transparency in the 
reporting of the data, and/or if the outcomes 
would have made a clinical difference had they 
been positive. 

In 2014, the International Committee of Medical 
Journal Editors (ICMJE) adopted the fourth 
criterion for authorship, which stipulates that any 
author must be accountable for all aspects of the 
publication. Although not a new concept, it is 
the first time that it was elevated to the criterion 
level. The panel discussion indicated that there 
will likely be an increase in the number of 
steering committees to make sure that every 
author meets this criterion. 
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A panel discussion revolved around the fact that 
clinical study reports (CSRs) and other 
regulatory documents such as the common 
technical document (CTD), investigator brochure 
(IB), briefing book, clinical development plan 
(CDP), and summary basis of approval (SBA) 
are resources that would be valuable in the 
publication writing process. Data within these 
documents may provide novel ideas for 
publications. 


The conference ended with audience 
participation. Attendees were broken into 
groups of 4 to 8 people and given several case 
studies from which they were to pick 1 to 
discuss among their table then present to the 
larger group. The case studies covered a 
range of topics, eg, ethics, authorship, conflict 
of interest. The case studies reinforced what 
was discussed throughout the conference. 
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Safely Sentinels: Pkarmacovigilance Issues anJ News 


By Ellen Klepack, PharmD 

This month’s column will feature FDA’s announcement in the Federal Register that it will 
study the impact of limiting the risks statement in direct-to-consumer advertising. 


We are all familiar with radio and television 
advertisements for prescription drugs that begin 
with the depiction of happy and content people 
who have improved their quality of life as a 
result of taking the advertised drug and end with 
a long complicated list of potential risks that can 
occur. While the statement of risks, referred to 
as the “major statement”, is required when 
advertising a prescription drug, the helpfulness 
of the statement to consumers is being 
questioned. The risks stated in advertisements 
have become so long and extensive that there 
is concern as to whether consumers just tune 
this information out or may even become 
apprehensive about either initiating the drug or 
staying compliant with their treatment regimen 
due to fear of side effects. The FDA is 
interested in looking into the best way to 
communicate important risks of prescription 
drugs in advertisements and has announced in 
the Federal Register on February 18, 2014, that 
it will conduct research to study the impact of 
shortening the risks statement in all broadcast 
advertisements. 1 A potential resolution 
proposed by FDA is to limit the risks in 
advertisements to those that are “serious and 
actionable and include a disclosure statement 
to alert consumers that there are other product 
risks not included in the ad”. One suggestion 
for a disclosure statement is “This is not a full 
list of the risks and side effects. Talk to your 
doctor and read the patient labeling for [drug 
name] before starting it.” 

Study Design 

The proposed study will include 1500 
participants who are considered “average 
consumers” and are 18 years of age or older 
with one of three possible medical conditions. 
Recruitment and study administration will occur 
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via the internet. Participants will be randomly 
assigned to one of four groups within each 
medical condition. Each group will listen to a 
different version of the advertisement for their 
condition and the versions will be differentiated as 
follows; (1 ) full major statement without a 
disclosure statement regarding additional risks; 

(2) full major statement with a disclosure 
statement of additional risks; (3) abbreviated 
statement of risks without a disclosure statement 
about additional risks; and (4) abbreviated 
statement of risks including a disclosure 
statement of additional risks. 

Participants will complete a questionnaire after 
viewing the ad and their answers will be used to 
assess perception and understanding of product 
risks and benefits; perception and understanding 
of the disclosure about additional risks; 
perceptions of product quality; intention to seek 
more information about the product; and 
perceptions of trust/skepticism regarding product 
claims and the sponsor. 

The study will be finalized by FDA after public 
comments are collected. The public has until April 
21, 2014, to submit written comments. 

Source 

1 .Agency Information Collection Activities; Proposed 
Collection; Comment Request; Disclosure Regarding 
Additional Risks in Direct-to-Consumer Prescription Drug 
Television Advertisements (notice). Federal Register 
79;9217 (February 18, 2014):9217-9219. 
https://www.federalregister.gov/articles/2014/02/18/2014- 
03390/agency-information-collection-activities-proposed- 
collection-comment-request-disclosu re-regarding. Accessed 
February 23, 2014. 


Meeting Report: 

A Tale of Two 

and 


Journeys: Tke Quest to Eliminate Pediatric AIDS 
Tke Quest to Puklisk a Boo k Akout It 

By Bernard Delacruz, Ph.D. 


On, Saturday, January 25, 2014, the AMWA 
Southwest Chapter met at Cal State Northridge 
and was regaled with two stories from Rebecca 
Anderson about her upcoming book Nevirapine 
and the Quest to End Pediatric AIDS. 

Having worked at Boehringer Ingelheim, the 
makers of nevirapine, as well as other players in 
this story, Rebecca recognized there was a 
powerful scientific and personal story to be 
shared with the world. When casting about for 
her next book project, she thought the story 
about AIDS activists and governments, 
researchers from academia and in industry, 
would be compelling narrative to share with the 
world. 

First, Rebecca gave an account of how pediatric 
AIDS was essentially eliminated by a key clinical 
trial. The trial demonstrated that a single pill of 
nevirapine during labor almost eliminated the 
possibility of transferring the HIV virus from 
mother to child. Before nevirapine, blocking HIV 
transmission from mother to child involved 
months of treating the mother with AZT before 
labor, intravenous AZT during labor, and weeks 
more treatment of the infant. Rebecca also 
discussed the political and social battles by 
AIDS activists both in the US and in Africa to 
pressure governments and non-governmental 
organizations to make nevirapine widely 
available. 

The second part of Rebecca's presentation was 
her story of getting the book published. Early on, 
she realized she needed a reality check before 
entering into a multi-year project to write the 
book. One of her first steps was checking with 
close advisors on two key questions: was the 
story interesting enough for readers, and was 
this a book that could be marketed by 


publishers. She asked two trusted colleagues if 
this was a worthwhile project. Having received 
their blessing, she proceeded to gather and 
organize her materials in order to prepare a 
book outline to shop to publishers. Rebecca also 
had to learn about what the marketplace for 
medical narratives was like and who may be 
potential publishers. One lesson she learned 
was to focus on small- to mid-sized non-profit 
publishing houses associated with universities. 
Along the way, she took a course on book 
publishing, which gave her access to an editor 
who would recommend specific publishers. It 
took her eight submissions before a publisher- 
McFarland--said they were interested in 
publishing. Rebecca went on describing the 
process of completing the book including getting 
interviews with key players (she told one 
anecdote of not getting an interview with an 
AIDS activist because he had died while she 
was trying to get in touch with him), getting a 
verbal agreement from Boehringer Ingelheim to 
be allowed to write the book and to have access 
to their extensive library on nevirapine, and 
putting together years of photographs. 

It was a fascinating two hour discussion for the 
members of AMWA with many questions being 
asked about both the scientific story as well as 
Rebecca's struggles with book publishing. 
Nevirapine and the Quest to End Pediatric AIDS 
comes out February 2014 from McFarland, and 
is available directly from mcfarlandpub.com. It 
will soon be available from Amazon as 
hardcover and electronically. 
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Career Corner: Impromptu Pk one Interview Tips 

By Irene Yau, PhD, Allergan, Inc. 


A clean, well-written resume is important to get you past the initial 
screening phase, but it doesn’t stop there. Your next step will most likely 
be the phone interview before getting to the final stage - the coveted in- 
person interview. Sometimes, recruiters or HR will call you for an 
impromptu phone interview right then and there. If you only have 
moments to prepare read on for these tips: 

1) Reschedule the call - let the caller know that this is not a good time 
and if you can schedule a time to call back - even if it is 5 minutes 
later. This will allow you time to do the following quick preparations: 

2) Look at your resume and determine which strengths/skills/experience 
you want to discuss. There is limited time and you want to make sure 
you communicate those points to the caller. 

3) Conduct a quick search of the company - read up on the latest 
company news, or revisit the job responsibilities of the position you are 
applying for. 

4) Take a breather and refocus - you want to show that you can think on 
your feet. 

5) Listen and follow to see if the interviewer is taking the lead or wants 
you to take the lead in the flow of the conversation. 

6) Find out how much time the interviewer has so you can gauge the 
pace of the conversation 

7) If you’re in the midst of a job search season, consider letting unknown 
phone numbers go to voicemail. After all, if the company is taking the 
time to call you, they will surely take the time to leave a message. That 
way you can call them back rather than being caught off guard - don’t 
wait too long to call back though. 


Sources: 

http://www.forbes.com/sites/susanadams/2012/02/07/how-to-ace-a-job- 

interview-on-the-phone/ 

http://www.biospace.com/news_story.aspx?NewsEntityld=315286 
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Meeting hosted by UCSD Oxbridge Biotech Roundtable: 

Tke Arl of Scientific Writings 

By Matthew Tran 

Pacific Hall, UC San Diego, February 19 2014, 7:30 PM 

The appropriately named workshop by Donna Simcoe was a pleasant 
presentation, despite running out of seats for all the attendees. Those lucky 
enough to get a seat to this packed presentation were given a thorough 
outline to how to succeed in scientific writing. The key points were basic, 
with emphasis on the fundamental elements of successful writing. Donna 
urged prospective writers to be straightforward, getting to the point and 
cutting out excessive language. 

Attended by a mixture of PhD students and post-doctoral professionals, a 
pleasant Q&A session followed suit. Donna happily addressed the 
wonderful questions, and an array of common scientific writing questions 
were quickly answered for the aspiring scientific writers. The presentation 
contained the perfect blend of interaction, information delivery, and of 
course, snacks and beverages. The presentation ended with newly 
motivated writers, who looked eager to put their new skills to use. 

About Oxbridge Biotech Roundtable 

Oxbridge Biotech Roundtable’s mission is to engage academic and industry communities to foster a 
conversation about the health care and life sciences industry. By fostering these relationships, Oxbridge 
Biotech Roundtable aims to channel the enthusiasm and innovation of younger academics 
(students/postdocs/junior faculty) by pairing them with each other and experienced professionals. 

Oxbridge Biotech Roundtable builds its network and engages its members via a three-pronged approach: 

Education : various seminars, workshops, panel discussions, and networking opportunities that provide 
unique industry perspective, and help foster on-campus conversations between established industry 
professionals and the student/postdocs who will be future industry leaders. 

Consultancy, term-long internships that provide industry exposure to young innovators, allow for mixed 
teams from the top universities in the UK, and introduce industry players to talented students. 
Communications', extensive communication outreach via our Roundtable Review - whereby they publish 
and invite original commentary from the academic and professional network to increase dialogue at the 
intersection of science and business. 

Find out more at www.oxbridgebiotech.com 


Thank you to Matthew for summarizing this session! Matthew is a recent graduate from California 
State University, Los Angeles. He has a B.S. in Chemistry and is gaining work experience as he 
prepares to apply for graduate school. — Editor 
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JOB LISTING SYNOPSIS 


Medical Writer/Senior Medical Writer 
Quest Diagnostics; San Clemente, CA 

Senior Medical Writer (2 positions) 

Intercept Pharmaceuticals; San Diego, CA 

Medical Writing Specialist 
Covidien; Irvine, CA 

Medical Writing Manager 
Amgen; Thousand Oaks, CA 

Director of Medical Writing and Publications 
Spectrum Pharmaceuticals; Irvine, CA 


As a reminder, Job Listings are available for current, 
interested members and are available through the 
following ways: 

• Job openings are sent out on a -monthly basis through 

the jobs mailing list 

• Job listings will be posted periodically through our 

Linkedln SubGroup, AMWA Pacific Southwest Chapter, 
so be sure to join the group 

Please e-mail employment-coordinator@amwa-pacsw.org 
if you'd like to share any job leads with the group and it 
will be added to the job listings. 



de-MS-lifying Word 

By Susan Chang, PhD, Susan Chang Consulting 
and Alyssa Wu-Zhang, PhD 

These days we can customize our cell phones, closets, cars, computers... the list goes on, and the options 
can be overwhelming! But have you set aside time to customize the program you use more than any other 
- 1 - MS Word? This month, we explore customizable options for the Quick Access Toolbar. 

THAT’S THE WAY... I LIKE IT 


Those of us “in the field” long enough to have weathered the introduction of the Ribbon in Word 2007 bemoan 
the additional number of clicks needed to perform simple tasks, such as turning on and off tracked changes. 
One way to bring back the ease of use for many actions is to customize your Quick Access Toolbar (QAT). 


By default, the QAT resides in the upper left-hand corner and looks like this: 

with 3 default options of save, undo, and redo. But what about more complicated actions that we perform 
often? The QAT can be customized with numerous possible commands to suit your needs. 


A 


0 


For PCs, there are 3 ways to access the QAT customizable options: 

• Go to the Office Button (2007)/File tab (2010) — > Word Options — > Quick Access Toolbar 

• Alternatively, you can click on the drop-down arrow next to the QAT and choose 
“show above the ribbon” or “more commands.” 

• A third option is to right click on the QAT and choose “Show Quick Access Toolbar Above the Ribbon” or 

“Customize Quick Access Toolbar...” 

• The PC QAT customization window looks like this: 


General 

Display 

Proofing 

Save 

Language 
Advanced 
Customize Ribbon 
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Customize the Quick Access Toolbar. 
Choose commands from:® 


All Commands 


3E 


1 


Quick Access Toolbar 


Add-Ins 
Trust Center 


r\cjcmiii k-iiauycj jnuvvii 

Reject All Conflicting Changes in .. 
Reject and Move to Next 
Reject and Move to Next 
Reject and Move to Next 


Reject Change 


Release All of My Blocked Areas 
Remove Background 
Remove Content Control 
l_^ Remove Current Cover Page 
Remove Footer 
Remove Frames 
[Ip; Remove Header 
^ Remove Hyperlink 
Remove Numbering 
Remove Page Numbers 
|!|( Remove Table of Contents 
^ Remove Watermark 
Rename Style 
Repaginate 
^ Repeat Header Rows 
Replace... 

Replace with AutoText 
Reply 

” Reply All 


4 




[3 Show Quick Access Toolbar below the 
Ribbon 


Customize Quick Access Toolbar® 
For all documents (default) 


H 6 


:A Save 

[g View Table Gridlines 
Navigation Pane 

=11 Paragraph 
Reject Change 
Accept Change 
1 New Comment 
Next Change 
Insert Symbol 

0 Para Keep Lines Together 
/ Para Keep With Next 
Track Changes 


ED o 

m' 8 


Modify... 


Customizations: 


3 ® 


[imgort/Export ^ | ® 

9 : °k i 
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KEEP YOUR OPTIONS OPEN (PC) 

1 - Once you are in the advanced Word settings, make sure “Quick Access Toolbar” is selected. 

2 - Choose whether you would like to see the PC QAT above or below the Ribbon. We prefer below the Ribbon for 

ease of use. 

3 - To access the most options, choose “All Commands” in the drop-down list on the upper left side. 

4 - Scroll through the list to find your favorites. Note that this list is alphabetized... and command names may not be 

intuitive. Scroll and explore. 

In the example figure, “Reject change” is selected; this command rejects the tracked change WITHOUT advancing to 
the next tracked change. 

5 - Once the command is selected, click “add” to add it to your QAT command list. 

6 - Choose whether this QAT change will apply to all of your documents (default). We suggest keeping this default, 

as it should not interfere with even the most complicated document templates and will give you continuity from 
document to document. This will not affect the view that other users have for the same document. 

7 - After you click “Add,” the command will be added to the list on the right. 

8 - Use the up and down arrows to organize your list — eg, you may want to group like tasks (which you can section 

off by adding a <Separator> command between tasks) or put important tasks at the end of the QAT (such as the 
toggle to turn off and on tracked changes). 

9 -Click OK. 


Example of a customized PC QAT: 


13 S O Navigation Pane =n ®4^'i&‘&S"2’ r ©n Para Keep With Next t 


For Mac Word 2011, the QAT can be customized by right clicking on it and selecting “Customize Toolbars and 
Menus...” Unfortunately, the position of the Mac QAT cannot be moved from its default above the Ribbon. The Mac 
QAT customization window looks like this: 


Customize Toolbars and Menus 

J 1 I Toolbars and 2 

Drag a command into a toolbar or menu bar. 


Categoric y. 


Commands: 


(Drag to toolbars and menus) 



All Commands 


File 

Edit 

View 

Insert 

Formal 

Fonts 

Tools 

Table 

Window and Help 


Acce ptAUChan g esln Doc 

| 

Acce ptAMQian g e sShown 


Qg AcceptChangesAnd Ad vance 

► 

^ AcceptCIhangesOrAdvarce 

► 

AcceptOiarig ^Selected 

► 


Description 


Save in: 


I NprmaLdoEm t \ 5 


6 Keyboard... | [ OK j 7 


45 POSTSCRIPTS | VOL 4, NO. 22 | MARCH 2014 




KEEP YOUR OPTIONS OPEN (MAC) 


1 - You can choose to customize the QAT with a predefined set of menu, formatting, database, or other 

commands by going to “Toolbars and Menus.” 

2 - To customize the standard QAT, select “Commands.” 

3 - To access the most options, choose the category “All Commands.” 

4 - Scroll through the list to find your favorites. Note that this list is alphabetized... and command names may 

not be intuitive. Scroll and explore. Drag a command directly into the desired position in the QAT to add it to 
the QAT. Remove a command from the QAT by dragging it off of the QAT. You can generate a separator 
between two groups of like tasks by dragging a command in the QAT away from its next nearest command 
until the separator appears. Delete an existing separator by dragging a command closer to its neighbor. 

Note that commands and separators in the QAT can only be customized while the Customize Toolbars and 
Menus dialog box is open. 

5 - Choose whether this QAT change will apply to all Word documents made using the default Word template. 

We suggest keeping this default, as it will give you continuity from document to document and will not affect 
the view that other users have for the same document. 

6 - As an alternative to adding a command to the QAT, you can assign a keyboard shortcut to that command. 

7 - Click OK. 


Example of a customized Mac QAT: 

| |Tz 096 l»| ; T ; U ^4 T A 2 Az j = U ; Cross-refer... ; ^ P~) ^ ^ T T ^ ^ ; Pal! : |B~~1 T i F^l ; Search in PocumenT 


Some suggested favorites for the QAT include Save, View table gridlines, Navigation Pane (PC Word 
2010)/Document Map (PC Word 2007)/Document Map Pane (Mac Word 2011), Track change options (on/off, 
accept/reject, insert comment), paragraph formatting (keep with next, keep lines together), and Insert symbol. 
The options are nearly endless, so brainstorm the options that will save you the most time and hassle! 


Word woes? 

Email us at SKC@SusanChangConsulting.com (PC) and AlyssaWPhD@gmail.com (Mac). 
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Backpage 

This month, 156 years ago, pencil with eraser was 
patented on March 30th, 1858, and an 
editor was born with the first 
word editing program. 




United States Patent Office, 

HYMEN L. LIPMAN, OF PHILADELPHIA, PENNSYLVANIA. 

COMBINATION OF LEAD-PENCIL AND ERASER. 


Specification forming part of Letters Patent No. IS.tSS, dated March ISO, 1858 . 


To all whom it may concern: 

Be it known that I, Hymen L. Llpman, of 
Philadelphia, in the county of Philadelphia 
and State of Pennsylvania, have invented a 
new and useful Lead - Pencil and Eraser; and 
I do hereby declare the following is a full, 
clear, and exact description thereof, reference 
being had to the accompanying drawing and 
to the letters of reference marked thereon. 

I make a lead- pencil in the usual mauner, 
reserving about one-fourth of the length, in 
which 1 make a groove of suitable size, A, and 
insert in this groove a piece of prepared india- 
rubber, (or other erasive substance,) secured 
to said pencil by being glued atone edge. The 
pencil is then finished in the usual manner, so 
that on cutting one end thereof yon have the 
lead B, and on cutting at the other end you 
expose a small piece of india-rubber, O, ready 
for use, a nd particularly valuable for removing 
or erasing lines, figures, &e., and not subject 
to be soiled or mislaid on the table or desk. 

In making mathematical, architectural, and 


many other -kinds of drawings in wbieh the 
lines are very near each other, the eraser is 
particularly useful, as it may be sharpened to 
a point to erase any marks between the lines, 
and should the point of the rubber become 
soiled_ or inoperative from any cause such 
cause is easily removed by a renewed sharpen- 
ing, as in the ordinary lead-pencil. 

I do not claim the use of a lead- pencil with 
a piece of india-rubber or other erasing mate- 
rial attached at one end for the purpose of 
erasing marks; bub 

What I do claim as ray invention, and desire 
to secure by Letters Patent, is — 

The combination of the lead and india-rub- 
ber or other erasing substance in the bolder 
of a drawing - pencil, the whole being con- 
structed and arranged substantially in the 
manner and for the purposes set forth. 

HYMEN L. LIPMAN. 

Witnesses: 

Lewis A. Liphan, 

John P. Charlton. 
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